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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

SUBCHAPTER  B — FOOD  AND  FOOD  PRODUCTS 

PART  90 — EMERGENCY  PERMIT 
CONTROL 

Manufacture  and  Processing  of  Thermally 

Processed  Low-Acid  Foods  Packaged  in 

Hermetically  Sealed  Containers 

A  notice  of  a  petition  filed  by  the  Na¬ 
tional  Canners  Association  (NCA),  1133 
20th  Street  NW..  Washington,  D.C. 
20036,  on  the  commercial  processing  of 
foods  in  hermetically  sealed  containers 
was  published  in  the  Federal  Register 
of  November  12.  1971  (36  FR  21688).  The 
petition  proposed  that  there  be  promul¬ 
gated  in  part  3  of  this  chapter  a  state¬ 
ment  of  general  policy  and  interpreta¬ 
tion  relating  to  commercial  processing 
of  foods  for  human  consumption  manu¬ 
factured,  processed,  or  packed  in  her¬ 
metically  sealed  containers  which  are 
processed  by  heat  either  before  or  after 
being  sealed  in  the  containers.  In  re¬ 
sponse  to  the  notice.  30  comments  were 
received  by  the  hearing  clerk  from  mem¬ 
bers  of  industry,  trade  associations,  and 
a  law  school.  In  addition,  the  petitioner 
submitted  revisions  of  the  proposal 
which  incorporated  comments  it  received 
directly  from  respondents  or  that  were 
filed  with  the  hearing  clerk.  The  Com¬ 
missioner  of  Food  and  Drugs  published 
a  notice  in  the  November  14,  1972  issue 
of  the  Federal  Register  (37  FR  24117) 
that  he  was  placing  on  display  at  the 
office  of  the  hearing  clerk  a  tentative 
final  order  containing  minimum  good 
manufacturing  practices  for  thermally 
processed  low-acid  foods  packaged  in 
hermetically  sealed  containers  and  he 
also  mailed  out  copies  of  such  order  to 
all  those  who  commented  on  the  pro¬ 
posal.  In  the  January  24.  1973  <38  FR 
2398)  issue  of  the  Federal  Register,  the 
Commissioner  published  21  CFR  part 
128b  as  an  order  ruling  on  parts  of  the 
aforementioned  proposal.  In  the  pream¬ 
ble  to  that  order,  the  Commissioner 
dealt  only  with  those  comments  concern¬ 
ing  part  128b  including  those  received 
during  or  after  the  display  of  the  tenta¬ 
tive  final  order. 

In  the  final  order  promulgating  new 
part  128b,  the  Commissioner  stated  that 
he  would  publish  at  a  later  date  an  en¬ 
forcement  mechanism  under  section  404 
of  the  act.  A  general  enforcement  mech¬ 
anism  is  proposed  elsewhere  in  this  issue 
of  the  Federal  Register  as  subpart  A  of 
new  part  90. 

In  this  order,  the  Commissioner  is  pub¬ 
lishing,  as  a  final  regulation  under  sub¬ 
part  B  of  new  part  90,  the  specific  en¬ 
forcement  provisions  relating  to  low- 
acid  canned  foods  that  were  originally 
proposed  by  the  National  Canners  Asso¬ 
ciation  for  inclusion  under  part  3  of  this 
chapter.  These  specific  enforcement  pro¬ 
visions  were  not  included  in  the  Jan¬ 
uary  24,  1973  order  promulgating  part 
128b  because  it  was  necessary  to  co¬ 
ordinate  them  with  the  general  enforce¬ 
ment  mechanism  being  developed  under 
subpart  A  of  part  90. 


The  comments  raised  with  respect  to 
this  portion  of  the  National  Canners 
Association  petition,  and  the  Commis¬ 
sioner’s  conclusions,  are  as  follows: 

1.  Two  comments  questioned  the  legal 
grounds  for  the  proposed  provisions  of 
the  regulations.  One  stated  that  the  im¬ 
port  of  section  404  of  the  act  is  to  au¬ 
thorize  FDA  to  require  certain  procedures 
for  the  manufacture,  processing,  or 
packing  of  a  class  of  foods  after  it  be¬ 
comes  evident  that  micro-organism  con¬ 
tamination  is  present  in  it,  but  not  be¬ 
fore  that  time  as  the  proposal  would 
appear  to  require.  Other  comments 
sought  clarification  of  the  requirements 
for  institution  of  the  emergency  permit 
control  provisions. 

Section  404  of  the  act  recognized  that 
the  injurious  nature  of  foods  contami¬ 
nated  with  micro-organisms  cannot  be 
adequately  determined  after  the  entrance 
of  such  foods  into  interstate  commerce. 
The  Commissioner  concludes  that  he  has 
the  authority  under  that  section  of  the 
act  to  require  that  procedures  which  will 
assure  the  freedom  from  micro-orga¬ 
nisms  which  could  endanger  the  public 
health  shall  be  followed  during  the  man¬ 
ufacture,  processing,  or  packing  of  such 
foods.  Unless  the  precautions  set  out  in 
these  regulations  are  taken,  there  is  a 
significant  potential  for  injury  to  the 
public  health  from  thermally  processed 
low-acid  foods  in  hermetically  sealed 
containers  as  a  result  of  contamination 
with  Clostridium  botulinum  or  other 
micro-organisms.  The  legislative  history 
of  section  404  of  the  act  explicitly  men¬ 
tioned  botulism  as  one  of  the  major 
problems  against  which  the  emergency 
permit  control  procedure  was  directed. 

2.  One  comment  asserted  that  manda¬ 
tory  registration  under  threat  of  section 
404  provisions  of  the  act  is  a  devious  and 
questionable  way  of  achieving  registra¬ 
tion.  The  Commissioner  concludes,  how¬ 
ever,  that  the  registration  of  those  per¬ 
sons  who  manufacture,  process,  or  pack 
thermally  processed  low-acid  foods  in 
hermetically  sealed  containers  is  neces¬ 
sary  to  permit  adequate  monitoring  of 
compliance  with  the  regulations  and  to 
provide  for  the  immediate  application 
of  emergency  permit  control  should  an 
emergency  situation  arise. 

The  Commissioner  hopes  that  there 
will  be  full  compliance  with  the  condi¬ 
tions  and  requirements  in  the  regulations 
set  forth  below,  and  that  it  thus  will  be 
unnecessary  to  require  even  one  manu¬ 
facturer.  processor,  or  packer  to  obtain  a 
permit.  Should  a  permit  be  required,  it 
would  be  only  for  such  temporary  period 
as  is  necessary  to  protect  the  public 
health. 

3.  One  comment  suggested  that,  in 
view  of  questions  raised  abou  the  legality 
of  the  procedure  under  section  404,  a  bet¬ 
ter  way  to  approach  this  matter  would 
be  simply  to  issue  current  good  manu¬ 
facturing  practice  regulations  governing 
the  above-mentioned  class  of  foods.  The 
Commissioner  believes  that  there  is  no 
valid  question  about  the  legality  of  im¬ 
plementing  under  section  404  the  proce¬ 
dures  set  forth  in  the  regulations  below. 
Even  if  legal  challenge  of  these  regula¬ 


tions  should  arise,  however,  the  proce¬ 
dures  set  forth  in  new  part  128b  would 
still  remain  in  effect  as  current  good 
manufacturing  practice  regulations. 

The  Commissioner  recognizes  that  is¬ 
suance  of  these  regulations  cannot  guar¬ 
antee  elimination  of  all  future  problems 
of  botulism  or  other  contamination  in 
canned  food.  Amendments  to  these  regu¬ 
lations  will  undoubtedly  be  required  from 
time  to  time,  as  greater  experience  is 
obtained  with  them.  However,  the  Com¬ 
missioner  has  concluded  that  these  reg¬ 
ulations  contain  highly  important  addi¬ 
tional  provisions  whereby  consumers 
will  be  further  assured  of  safe  foods 

4.  Comments  were  received  request¬ 
ing  clarification  of  the  procedures  which 
would  be  used  by  the  Commissioner  to 
implement  the  provisions  of  section  404 
of  the  act.  There  is  published  elsewhere 
in  this  issue  of  the  Federal  Register  a 
proposal  by  the  Commissioner  for  a  new 
subpart  A  of  part  90  setting  forth  defini¬ 
tions  and  procedural  regulations  appli¬ 
cable  to  section  404  of  the  act. 

5.  The  National  Canners  Association 
petition  requested  that  the  requirements 
and  conditions  for  exemption  from  the 
emergency  permit  control  provisions  of 
section  404  of  the  act  be  established  in 
a  statement  of  policy  under  part  3 
of  title  21.  In  view  of  the  need  to  estab¬ 
lish  definitions  and  procedures  with  re¬ 
spect  to  the  application  of  section  404 
in  a  new  part  90,  however,  the  Commis¬ 
sioner  concludes  that  the  provisions  that 
concern  the  requirements  and  conditions 
for  exemption  from  the  emergency  per¬ 
mit  control  provisions  of  section  404  and 
that  have  been  requested  by  the  National 
Canners  Association  petition  should  be 
included  in  part  90  rather  than  in  part 
3.  Section  90.20  as  set  forth  below  estab¬ 
lishes  the  requirements  for  exemption 
from  and  compliance  with  the  section 
404  emergency  permit  control  provisions, 
and  incorporates  by  reference  the  manu¬ 
facturing  procedures  and  controls  set 
out  in  part  128b. 

6.  The  National  Canners  Association 
petition  included  a  provision  under 
which  the  factory  processing  records 
submitted  to  the  Food  and  Drug  Admin¬ 
istration  would  not  be  used  in  any  crim¬ 
inal  prosecution  against  the  company  or 
its  employees:  however,  they  could  be 
used  to  sustain  seizure  or  injunctive  ac¬ 
tion.  This  provision  has  not  been  in¬ 
cluded  in  the  final  order.  It  has  been  the 
practice  of  the  Food  and  Drug  Adminis¬ 
tration  In  exercising  its  discretion  under 
section  306  of  the  act  to  weigh  carefully 
all  the  circumstances  involved  in  any 
charged  violation  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  before  recom¬ 
mending  the  institution  of  criminal 
prosecution.  The  Commissioner  believes 
that  the  continued  application  of  this 
long-established  practice  will  be  suffi¬ 
cient  to  preclude  the  unfair  use  of  these 
documents,  and  therefore  the  requested 
general  immunity  to  criminal  prosecu¬ 
tion  is  not  given. 

7.  One  comment  referring  to  the  re¬ 
quirement  for  the  filing  of  processes 
with  the  Food  and  Drug  Administration, 
asked  for  deletion  of  the  following: 
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Provided.  That  the  filing  of  such  Infor¬ 
mation,  or  the  failure  of  the  Food  and  Drug 
Administration  to  challenge  the  process  shall 
not  constitute  approval  of  the  process  by  the 
Food  and  Drug  Administration. 

It  is  the  responsibility  of  the  processor 
to  ascertain  the  adequacy  of  any  process 
before  putting  it  into  use.  The  Com¬ 
missioner  will  establish  a  process  review 
committee  to  examine  the  processes  sub¬ 
mitted;  however,  it  is  not  the  province 
of  the  Pood  and  Drug  Administration  to 
approve  such  processes.  The  section  on 
the  filing  of  processes  is  therefore  re¬ 
tained. 

8.  In  response  to  another  comment,  a 
statement  has  been  included  in  the  regu¬ 
lations  set  forth  below  that  both  infor¬ 
mation  concerning  processes  and  other 
data  so  filed  shall  be  regarded  as  trade 
secrets  within  the  meaning  of  section 
301(j)  of  the  act.  In  addition,  where  it 
is  deemed  necessary,  the  authority  has 
been  reserved  for  the  Food  and  Drug  Ad¬ 
ministration  to  obtain  additional  infor¬ 
mation  concerning  processes  and  pro¬ 
cedures  and  information  on  the  estab¬ 
lishment  of  new  processes. 

9.  A  trade  association  recommended 
clarification  of  the  applicability  of  the 
proposal  to  commercial  processors  in 
States  that  have  established  regulations 
for  the  thermal  processing  of  low-acid 
foods  in  hermetically  sealed  containers. 
The  Commissioner  has  the  prerogative 
of  permitting  any  State  to  enforce,  within 
its  own  jurisdiction,  regulations  promul¬ 
gated  by  the  Food  and  Drug  Administra¬ 
tion  if  the  Commissioner  determines 
that  the  State  is  prepared  to  carry  out 
such  regulatory  actions  satisfactorily.  In 
this  matter  of  enforcing  the  regulations 
concerning  commercial  thermal  process¬ 
ing  of  low-acid  foods  in  hermetically 
sealed  containers,  the  Commissioner  in¬ 
tends  to  authorize  any  State  that  is 
qualified  to  enforce  the  provisions  to  do 
so.  In  cases  in  which  a  State  regulates 
the  commercial  thermal  processing  of 
low-acid  foods  in  hermetically  sealed 
containers  in  accordance  with  its  own 
effective  regulations  specifying  manu¬ 
facturing  practices  and  these  manufac¬ 
turing  practices  are  at  least  equivalent 
to  those  specified  in  regulations  as  set 
forth  under  part  128b,  the  Commissioner 
will  issue  a  notice  stating  that  any  such 
processing  that  is  in  compliance  with 
the  provisions  of  the  State  regulations 
shall  be  deemed  to  be  in  compliance  with 
the  provisions  of  part  128b. 

10.  Two  comments  questioned  the  pro¬ 
posed  requirement  to  notify  FDA  of  all 
inadvertent  incidences  of  underprocess¬ 
ing  disclosed  by  processing  records, 
processor  check,  or  otherwise.  The  com¬ 
ments  did  not  question  the  intent  of 
this  requirement,  but  expressed  the  be¬ 
lief  that  FDA  would  be  buried  under 
an  avalanche  of  reports  of  underproc¬ 
essing  that  poses  no  threat  to  public 
health. 

Section  128b.9  of  this  chapter  now 
states  that  whenever  any  process  is  less 


than  the  scheduled  process,  the  proc¬ 
essor  shall  either  fully  reprocess  that 
portion  of  the  production  involved  or 
set  aside  that  portion  for  further  evalu¬ 
ation  as  to  any  public  health  significance 
and  that  either  upon  completion  of  full 
reprocessing  and  the  attainment  of  com¬ 
mercial  sterility  or  after  the  determina¬ 
tion  that  no  significant  potential  health 
hazard  exists,  that  portion  of  the  pro¬ 
duction  involved  may  be  shipped  in  nor¬ 
mal  distribution.  It  is  not  necessary  to 
notify  FDA  in  these  instances.  The 
processor  has  primary  responsibility  for 
insuring  that  all  low-acid  foods  are  ade¬ 
quately  processed  before  distribution. 
FDA  does  not  have  the  resources  neces¬ 
sary  for  the  evaluation  of  all  incidences 
in  which  it  is  suspected  that  the  process 
was  less  than  that  scheduled  for  the 
product.  Notification  of  FDA  is  required 
only  in  instances  where  such  portion  of 
production  or  lots  which  may  be  injuri¬ 
ous  to  health  by  reason  of  contamination 
with  micro-organisms  have  entered 
distribution. 

11.  A  requirement  regarding  the  filing 
of  heat  sterilizing  values  (Fo)  or  other 
equivalent  scientific  evidence  of  process 
adequacy  as  part  of  the  scheduled  ther¬ 
mal  processes  has  been  added.  The  Com¬ 
missioner  may  allow,  on  an  individual 
basis,  an  extension  beyond  the  time  al¬ 
lowed  for  the  submission  of  heat  steri¬ 
lizing  values  (Fo),  or  other  equivalent 
scientific  evidence  of  process  adequacy 
if  the  commercial  processor  submits  in 
writing  a  request  for  such  an  extension 
giving  the  reason  for  the  delay,  the  ac¬ 
tions  he  has  taken  to  comply  with  this 
requirement,  and  a  definite  plan  and 
date  for  submitting  such  data.  No  other 
extensions  for  filing  data  concerning  the 
scheduled  process  will  be  granted. 

12.  One  comment  stated  that  spoilage 
from  leakage  should  be  omitted  from 
the  category  of  spoilage  having  a  public 
health  significance.  The  Commissioner 
concurs  with  this  conclusion.  However, 
he  is  of  the  opinion  that  if  a  manufac¬ 
turer  has  a  high  percentage  of  spoilage 
associated  with  leakage,  such  lots  should 
be  voluntarily  recalled  by  the  manufac¬ 
turer. 

13.  All  other  comments  have  been  care¬ 
fully  considered  by  the  Commissioner 
and,  where  deemed  to  be  appropriate, 
have  been  incorporated  into  the  final 
order. 

Accordingly,  having  evaluated  the 
comments  received  and  other  relevant 
material,  the  Commissioner  concludes 
that  the  regulations  should  be  adopted 
as  set  forth  below. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  402,  404,  701,  52  Stat.  1046- 
1047  as  amended,  1048,  1055-1056  as 
amended  by  70  Stat.  919  and  72  Stat. 
948;  21  U.S.C.  342,  344,  371)  and  under 
authority  delegated  to  the  Commissioner 
(21  CFR  2.120),  chapter  I  of  title  21  is 
amended  as  follows: 

By  adding  a  new  part  90  consisting 
at  present  of  subpart  B  as  follows: 


Subpart  A — Definitions  and  Procedures 

Sec. 

90.1-90.19  [Reserved] 

Subpart  B — Requirements  and  Conditions  for 

Exemption  From  or  Compliance  With  an  Emer¬ 
gency  Permit 

90.20  Thermal  processing  of  low-acid  foods 
packaged  in  hermetically  sealed 
containers. 

Authority. — Secs.  402,  404,  701,  52  Stat. 
1046-1047  as  amended,  1048,  1055-1056  as 
amended  by  70  Stat.  919  and  72  Stat.  948; 
21  U.S.C.  342,  344,  371. 

§  90.20  Thermal  processing  of  low-acid 
foods  packaged  in  hermetically 
sealed  containers. 

(a)  Inadequate  or  improper  manufac¬ 
ture,  processing,  or  packing  of  thermally 
processed  low-acid  foods  in  hermetically 
sealed  containers  may  result  in  the  dis¬ 
tribution  in  interstate  commerce  of  proc¬ 
essed  foods  that  may  be  injurious  to 
health.  The  harmful  nature  of  such 
foods  is  not  adequately  determinable  af¬ 
ter  these  foods  have  entered  into  inter¬ 
state  commerce.  The  Commissioner  of 
Food  and  Drugs  therefore  finds  that,  in 
order  to  protect  the  public  health,  it  may 
be  necessary  to  require  any  commercial 
processor,  in  any  establishment  engaged 
in  the  manufacture,  processing,  or  pack¬ 
ing  of  thermally  processed  low-acid  foods 
in  hermetically  sealed  containers,  to  ob¬ 
tain  and  hold  an  emergency  permit  pro¬ 
vided  for  under  section  404  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act.  Such 
a  permit  may  be  required  whenever  the 
Commissioner  finds,  after  investigation, 
that  the  commercial  processor  has  failed 
to  fulfill  all  the  requirements  of  this  sec¬ 
tion,  including  registration  and  the  filing 
of  process  information,  and  of  part  128b. 
These  requirements  are  intended  to  in¬ 
sure  safe  manufacture,  processing,  and 
packing  procedures  and  to  permit  the 
Food  and  Drug  Administration  to  verify 
that  these  procedures  are  being  followed. 
Such  failure  shall  constitute  a  prima 
facie  basis  for  the  immediate  applica¬ 
tion  of  the  emergency  permit  control  pro¬ 
visions  of  section  404  to  that  establish¬ 
ment,  pursuant  to  the  procedures  estab¬ 
lished  in  subpart  A  of  this  part. 

(b)  The  definitions  in  part  128b.l  of 
this  chapter  are  applicable  when  such 
terms  are  used  in  this  section. 

(c)  Registration  and  process  filing. — 
(1)  Registration. — A  commercial  proc¬ 
essor  when  first  engaging  in  the  manu¬ 
facture,  processing,  or  packing  of  ther¬ 
mally  processed  low-acid  foods  in  her¬ 
metically  sealed  containers  in  any  State, 
as  defined  in  section  201  (a)  (1 )  of  the  act, 
shall,  not  later  than  10  days  after  first 
so  engaging,  register,  with  the  Food  and 
Drug  Administration  on  form  FD-2541 
(food  canning  establishment  registra¬ 
tion)  information  including  (but  not 
limited  to)  his  name,  principal  place  of 
business,  the  location  of  each  establish¬ 
ment  in  which  such  processing  is  car¬ 
ried  on,  the  processing  method,  and  a  list 
of  the  low-acid  foods  so  processed  in  each 
such  establishment,  TTiese  forms  are 
available  from  the  Food  and  Drug  Ad- 
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ministration.  Bureau  of  Foods,  Industry 
Guidance  Branch  BF-326.  200  C  Street, 
SW.,  Washington,  D.C.  20204,  or  at  any 
Food  and  Drug  Administration  district 
office.  The  completed  form  shall  be  sub¬ 
mitted  to  the  Food  and  Drug  Adminis¬ 
tration.  Bureau  of  Foods,  Division  of 
Food  Technology  BF-419,  200  C  Street, 
SW..  Washington,  D.C.  20204.  Commer¬ 
cial  processors  presently  so  engaged  shall 
register  not  later  than  July  13,  1973. 
Commercial  processors  duly  registered  in 
accordance  with  this  section  shall  notify 
the  Food  and  Drug  Administration  not 
later  than  90  days  after  such  commercial 
processor  ceases  or  discontinues  the  man¬ 
ufacture,  processing,  or  packing  of 
thermally  processed  foods  in  any  estab¬ 
lishment:  Provided,  That,  such  notifica¬ 
tion  shall  not  be  required  as  to  the  tem¬ 
porary  cessation  necessitated  by  the 
seasonal  character  of  the  particular  es¬ 
tablishment's  production  or  caused  by 
temporary  conditions  such  as  strikes, 
lockouts,  fire,  or  acts  of  God. 

(2)  Process  filing. — A  commercial 
processor  engaged  in  the  thermal  proc¬ 
essing  of  low-acid  foods  packaged  in 
hermetically  sealed  containers  shall,  not 
later  than  60  days  after  registration  and 
prior  to  any  subsequent  introduction  or 
change  of  a  process,  provide  the  Food 
and  Drug  Administration,  information 
as  to  the  scheduled  process  including  but 
not  limited  to  the  processing  method, 
type  of  retort  or  other  thermal  process¬ 
ing  equipment,  minimum  initial  temper¬ 
ature.  time  and  temperature  of  process¬ 
ing  sterilizing  value  (F.) ,  or  other 
equivalent  scientific  evidence  of  process 
adequacy,  critical  control  factors  affect¬ 
ing  heat  penetration,  and  source  and 
date  of  the  establishment  of  the  process 
for  each  such  low-acid  food  in  each  con¬ 
tainer  size:  Provided,  That  the  filing  of 
such  information  does  not  constitute  ap¬ 
proval  of  the  information  by  the  Food 
and  Drug  Administration,  and  that  in¬ 
formation  concerning  processes  and 
other  data  so  filed  shall  be  regarded  as 
trade  secrets  within  the  meaning  of  21 
UJ3.C.  331 1 j )  and  18  U.S.C.  1905.  This 
information  shall  be  submitted  on  the 
following  forms  as  appropriate:  Form 
FD-2541a  (food  canning  establishment 
and  process  filing  for  still  retort  proc¬ 
esses),  form  FD-2541b  (food  canning  es¬ 
tablishment  and  process  filing  for  agi¬ 
tating  processes),  or  form  FD-2541c 
( food  canning  establishment  and  process 
filing  for  other  than  still  retort  and  agi¬ 
tating  processes) .  These  forms  are  avail¬ 
able  from  the  Food  and  Drug  Adminis¬ 
tration,  Bureau  of  Poods,  Industry  Guid¬ 
ance  Branch  BF-326,  200  C  Street  SW., 
Washington,  D.C.  20204,  or  at  any  Food 
and  Drug  Administration  District  office. 
The  completed  form(s)  shall  be  sub¬ 
mitted  to  the  Food  and  Drug  Adminis¬ 
tration,  Bureau  of  Foods,  Division  of 
Food  Technology  BF-419,  200  C  Street 
SW.,  Washington,  D.C.  20204. 

(3)  Process  adherence  and  informa¬ 
tion. — (i)  A  commercial  processor  en¬ 
gaged  in  the  thermal  processing  of  low- 
acid  foods  packaged  in  hermetically 
sealed  containers  in  any  registered  estab¬ 
lishment  shall  process  each  low-acid 


food  in  each  container  size  in  accord¬ 
ance  with  at  least  the  scheduled  proc¬ 
esses  filed  in  accordance  with  subpara¬ 
graph  (2)  of  this  paragraph. 

(ii)  Process  information  availabil¬ 
ity. — When  requested,  a  commercial 
processor  engaged  in  thermal  processing 
of  low-acid  foods  packaged  in  hermeti¬ 
cally  sealed  containers  shall  provide  the 
Food  and  Drug  Administration  with  any 
information  concerning  processes  and 
procedures  which  is  deemed  necessary  by 
the  Food  and  Drug  Administration  to 
determine  the  attainment  of  commercial 
sterility. 

<d)  A  commercial  processor  engaged 
in  thermal  processing  of  low-acid  foods 
packaged  in  hermetically  sealed  con¬ 
tainers  shall  promptly  report  to  the  Food 
and  Drug  Administration  any  instance 
of  spoilage  or  process  deviation  the  na¬ 
ture  of  which  indicates  potential  health 
significance  where  any  lot  of  such 
food  has  in  whole  or  in  part  entered 
distribution. 

<e)  A  commercial  processor  engaged 
in  thermal  processing  of  low-acid  foods 
packaged  in  hermetically  sealed  con¬ 
tainers  shall  promptly  report  to  the  FDA 
any  instance  wherein  any  lot  of  such 
food  which  may  be  injurious  to  health 
by  reason  of  contamination  with  micro¬ 
organisms  has  in  w  hole  or  in  part  entered 
distribution. 

(f)  A  commercial  processor  engaged 
in  the  thermal  processing  of  low-acid 
foods  packaged  in  hermetically  sealed 
containers  shall  have  prepared  and  in 
his  files  a  current  procedure  for  effecting 
recalls  to  the  consumer  level  including 
a  plan  for  identifying,  collecting,  ware¬ 
housing,  and  controlling  the  product:  for 
determining  the  effectiveness  of  the  re¬ 
call:  for  notifying  the  Food  and  Drug 
Administration  of  any  recall:  and  for 
implementing  the  recall  program. 

<g)  All  operators  of  retorts,  thermal 
processing  systems,  aseptic  processing, 
and  packaging  systems,  or  other  thermal 
processing  systems,  and  container  closure 
inspectors  shall  be  under  the  operating 
supervision  of  a  person  who  has  attended 
a  school  approved  by  the  Commissioner 
for  giving  instruction  in  retort  opera¬ 
tions,  aseptic  processing,  and  packaging 
systems  operations  or  other  thermal 
processing  systems  operations,  and  con¬ 
tainer  closure  inspections,  and  has  sat¬ 
isfactorily  completed  the  prescribed 
courses  in  instruction:  Provided,  That 
this  requirement  shall  not  apply  in  those 
States  listed  in  paragraph  (i)  of  this  sec¬ 
tion  and  shall  not  apply  until  Septem¬ 
ber  25, 1974,  in  any  other  State. 

(h)  A  commercial  processor  engaged 
in  the  thermal  processing  of  low-acid 
foods  packaged  in  hermetically  sealed 
containers  shall  prepare,  review,  and  re¬ 
tain  at  the  processing  plant  for  a  period 
of  not  less  than  3  years  all  records  of 
processing,  deviations  in  processing,  con¬ 
tainer  closure  inspections,  and  other  rec¬ 
ords  specified  in  part  128b  of  this  chapter. 
Upon  demand  by  a  duly  authorized  em¬ 
ployee  of  the  Food  and  Drug  Adminis¬ 
tration,  a  commercial  processor  shall  per¬ 
mit  the  inspection  and  copying  by  such 
employee  of  these  records  to  verify  the 


adequacy  of  processing,  the  integrity  of 
container  closures,  and  the  coding  of  the 
products. 

(i)  This  section  shall  not  apply  to  the 
commercial  processing  of  any  food  proc¬ 
essed  under  the  continous  inspection  of 
the  meat  and  poultry  inspection  pro¬ 
gram  of  the  Animal  and  Plant  Health 
Inspection  Service  of  the  Department  of 
Agriculture  under  the  Federal  Meat  In¬ 
spection  Act  (Public  Law  90-201,  81  Stat. 
584,  21  U.S.C.  sec.  601  et  seq.)  and  the 
Poultry  Products  Inspection  Act  (Public 
Law  90-492,  82  Stat.  791,  21  U.S.C.  sec. 
451  et  seq.) 

(j)  Wherever  the  Commissioner  finds 
that  any  State  regulates  the  commercial 
processing  of  low-acid  foods  in  accord¬ 
ance  with  effective  regulations  specifying 
at  least  the  requirements  of  part  128b 
of  this  chapter,  he  shall  issue  a  notice 
stating  that  compliance  with  such  State 
regulations  shall  constitute  compliance 
with  part  128b.  However,  the  provisions 
of  this  section  shall  remain  applicable 
to  the  commercial  processing  of  low-acid 
foods  in  such  State.  The  laws  and  regula¬ 
tions  governing  the  thermal  processing 
of  low-acid  foods  packaged  in  hermeti¬ 
cally  sealed  containers  in  the  following 
States  have  been  determined  by  the 
Commissioner  to  be  equal  to  the  require¬ 
ments  of  part  128b  of  this  chapter,  and 
compliance  with  these  State  laws  and 
regulations  shall  therefore  constitute 
compliance  with  part  128b: 

(1)  California. 

(k)  Imports. — (1)  This  section  shall 
apply  to  any  foreign  commercial  proc¬ 
essor  engaged  in  the  thermal  processing 
of  low-acid  foods  packaged  in  hermeti¬ 
cally  sealed  containers  and  offering  such 
foods  for  import  into  the  United  States 
except  that,  in  lieu  of  providing  for  the 
issuance  of  an  emergency  permit  under 
paragraph  (a)  of  this  section,  the  Com¬ 
missioner  will  request  the  Secretary  of 
the  Treasury  to  refuse  admission  into  the 
United  States,  pursuant  to  section  801  of 
the  act,  of  any  such  low-acid  foods  which 
the  Commissioner  determines,  after  in¬ 
vestigation,  may  result  in  the  distribu¬ 
tion  in  interstate  commerce  of  processed 
foods  that  may  be  injurious  to  health  as 
set  forth  in  paragraph  (a)  of  this 
section. 

(2)  Any  such  food  refused  admission 
shall  not  be  admitted  until  such  time  as 
the  Commissioner  may  determine  that 
the  commercial  processor  offering  the 
food  for  import  is  in  compliance  with  the 
requirements  and  conditions  of  this  sec¬ 
tion  and  that  such  food  is  not  injurious 
to  health.  For  the  purpose  of  making 
such  determination,  the  Commissioner 
reserves  the  right  for  a  duly  authorized 
employee  of  the  Food  and  Drug  Admin¬ 
istration  to  inspect  the  commercial  proc¬ 
essor’s  manufacturing,  processing,  and 
packing  facilities. 

Any  person  who  will  be  adversely 
affected  by  the  foregoing  order  may  at 
any  time  on  or  before  June  13,  1973,  file 
with  the  Hearing  Clerk,  Department  of 
Health,  Education,  and  Welfare,  room 
6-88,  5600  Fishers  Lane,  Rockville,  Md. 
20852,  written  objections  thereto.  Objec¬ 
tions  shall  show  wherein  the  person  fil- 
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ing  will  be  adversely  affected  by  the 
order,  specify  with  particularity  the  pro¬ 
visions  of  the  order  deemed  objection¬ 
able,  and  state  the  grounds  for  the  ob¬ 
jections.  If  a  hearing  is  requested,  the 
objections  shall  state  the  issues  for  the 
hearing,  shall  be  supported  by  grounds 
factually  and  legally  sufficient  to  justify 
the  relief  sought,  and  shall  include  a  de¬ 
tailed  description  and  analysis  of  the 
factual  information  intended  to  be  pre¬ 
sented  in  support  of  the  objections  in  the 
event  that  a  hearing  is  held.  Objections 
may  be  accompanied  by  a  memorandum 
or  brief  in  support  thereof.  Six  copies  of 


all  documents  shall  be  filed.  Received 
objections  may  be  seen  in  the  above  office 
during  working  hours,  Monday  through 
Friday. 

Effective  date. — Except  for  the  provi¬ 
sions  of  §  90.20(f),  which  relates  to  per¬ 
sonnel  training  and  which  shall  become 
effective  on  September  25,  1974;  and  ex¬ 
cept  for  the  requirements  relating  to 
process  filing  which  shall  become  effec¬ 
tive  when  the  process  filing  forms  become 
available  (approximately  July  1,  1973) 
notice  of  which  will  be  given  in  the  Fed¬ 
eral  Register;  this  order  shall  become 
effective  on  July  13,  1973,  unless  there 


are  any  provisions  that  may  be  stayed 
by  the  filing  of  proper  objections.  Notice 
of  the  filing  of  objections  or  lack  thereof 
will  be  given  by  publication  in  the  Fed¬ 
eral  Register. 

(Secs.  402,  404,  701,  52  Stat.  1046-1047  as 
amended,  1048,  1055-1056  as  amended  by 
70  Stat.  919  and  72  Stat.  948;  21  U.S.C.  342. 
244,  371.) 

Dated  May  8,  1973. 

Sherwin  Gardner, 

Acting  Commissioner 
of  Food  and  Drugs. 
[FR  Doc.73-9425  Filed  6-11-73:8:45  amj 
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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
Food  and  Drug  Administration 
[  21  CFR  Part  90  ] 

EMERGENCY  PERMIT  CONTROL 
Proposed  Definitions  and  Procedures 

The  Commissioner  of  Food  and  Drugs 
has  published  elsewhere  in  this  issue  of 
the  Federal  Register  a  final  order  add¬ 
ing  a  new  part  90  (consisting  at  this 
time  of  subpart  B),  which  establishes 
requirements  and  conditions  for  the 
thermal  processing  of  low-acid  foods 
packaged  in  hermetically  sealed  contain¬ 
ers  to  be  exempt  from  or  in  compliance 
with  the  emergency  permit  control  pro¬ 
visions  contained  in  section  404  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act. 
The  Commissioner  has  concluded  that, 
as  a  corollary  to  this  final  order,  general 
procedural  regulations  should  be  adopted 
to  govern  both  the  establishment  of  re¬ 
quirements  and  conditions  for  exemption 
from  or  compliance  with  section  404  for 
this  and  other  classes  of  foods,  and  the 
application  of  the  emergency  control  per¬ 
mit  requirements  pursuant  to  section  404 
when  there  is  a  failure  to  comply  with 
those  requirements  and  conditions. 

The  procedural  regulations  proposed 
herein  provide  for  the  establishment  of 
requirements  and  conditions  for  exemp¬ 
tion  from  or  compliance  with  emergency 
permit  control  either  on  the  initiative  of 
the  Commissioner  or  in  response  to  a 
petition  from  an  interested  person.  Upon 
failure  of  a  manufacturer,  processor,  or 
packer  in  any  locality  to  meet  the  ap¬ 
plicable  requirements  and  conditions,  the 
manufacturer,  processor,  or  packer  will 
be  served  with  a  determination  that  a 
permit  is  required  before  a  food  or  class 
of  foods  is  introduced  or  delivered  for 
introduction  by  him  into  interstate  com¬ 
merce.  An  emergency  permit  will  be 
granted  upon  a  showing  that  the  viola¬ 
tive  conditions  have  been  corrected  and 
thus  the  applicable  requirements  and 
conditions  have  been  met.  An  opportu¬ 
nity  for  an  expedited  hearing  will  be 
provided,  and  the  decision  of  the  Com¬ 
missioner  will  constitute  final  agency  ac¬ 
tion  from  which  appeal  lies  to  the  courts. 

To  cover  emergency  conditions  to 
which  section  404  of  the  act  applies  and 
to  provide  for  prompt  and  efficient  ac¬ 
tion.  emergency  permit  control  can  be 
applied  immediately  and  as  broadly  as 
necessary  to  protect  the  public  health. 
For  example,  it  may  be  applied  to  the  use, 
in  a  single  plant,  a  series  of  plants  under 
a  single  management,  all  plants  in  a 
region,  or  all  plants  in  an  industry,  of 
certain  raw  materials,  processes,  prac¬ 
tices.  or  equipment  which  are  found  to 
be  the  cause  of  a  hazard  to  public  health. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  402.  404,  701(a),  52  Stat.  1046 
as  amended,  1048,  1055;  21  U.S.C.  342, 
344,  371(a))  and  under  authority  dele¬ 
gated  to  the  Commissioner  of  Food  and 
Drugs  (21  CFR  2.120),  it  is  proposed 
that  part  90  be  amended  by  adding  the 
following  new  subpart  A: 


PART  90— EMERGENCY  PERMIT 
CONTROL 

Subpart  A — Definitions  and  Procedures 

Sec. 

90.1  Definitions. 

90.2  Establishment  of  requirements  for  ex¬ 

emption  from  section  404. 

90.3  Determination  of  the  need  for  a  per¬ 

mit. 

90.4  Issuance  or  denial  of  permit. 

90.5  Suspension  and  reinstatement  of  per¬ 

mit. 

90.6  Revocation  of  determination  of  need 

for  permit. 

90.7  Manufacturing,  processing,  or  packing 

without  a  permit  or  in  violation  of 
a  permit. 

90.8-90.19  Reserved. 

§  90.1  Definitions. 

(a)  The  definitions  contained  in  sec¬ 
tion  201  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  are  applicable  to  such  terms 
when  used  in  this  part. 

(b)  “Commissioner”  means  the  Com¬ 
missioner  of  Food  and  Drugs. 

(c)  “Act”  means  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  as  amended. 

(d>  “Permit”  means  an  emergency 
permit  issued  by  the  Commissioner  pur¬ 
suant  to  section  404  of  the  act. 

(e)  “Manufacture,  processing,  or 
packing  of  food  in  any  locality”  means 
activities  conducted  in  a  single  plant  or 
establishment,  a  series  of  plants  under 
a  single  management,  or  all  plants  in  an 
industry  or  region,  by  a  manufacturer, 
processor,  or  packer. 

§  90.2  Establishment  of  requirements 
for  exemption  from  section  404. 

(a)  Whenever  the  Commissioner  finds 
after  investigation  that  the  distribution 
in  interstate  commerce  of  any  class  of 
food  may,  by  reason  of  contamination 
with  micro-organisms  during  the  manu¬ 
facture,  processing,  or  packing  thereof 
in  any  locality,  be  injurious  to  health, 
and  that  such  injurious  nature  cannot 
be  adequately  determined  after  such 
articles  have  entered  interstate  com¬ 
merce,  he  shall  promulgate  regulations 
in  subpart  B  of  this  part  establishing 
requirements  and  conditions  governing 
the  manufacture,  processing,  or  packing 
of  the  food  necessary  to  protect  the 
public  health.  Such  regulations  may  be 
proposed  by  the  Commissioner  on  his 
own  initiative  or  in  response  to  a  petition 
from  any  interested  person.  Petitions  re¬ 
questing  promulgation  of  regulations  in 
subpart  B  shall  be  in  the  form  specified 
in  §  2.65  of  this  chapter. 

(b>  A  manufacturer,  processor,  or 
packer  of  a  food  for  which  a  regulation 
has  been  promulgated  in  subpart  B  of 
this  part  shall  be  exempt  from  the  re¬ 
quirement  for  a  permit  only  if  he  meets 
all  of  the  requirements  and  conditions 
established  in  that  regulation. 

§  90.3  Determination  of  the  need  for  a 
permit. 

(a)  Whenever  the  Commissioner  de¬ 
termines  after  investigation  that  a  man¬ 
ufacturer,  processor,  or  packer  of  a  food 
for  which  a  regulation  has  been  promul¬ 
gated  in  subpart  B  does  not  meet  the 
conditions  and  requirements  established 
in  such  regulation,  he  shall  issue  to  such 


manufacturer,  processor,  or  packer  an 
order  determining  that  a  permit  shall  be 
required  before  the  food  may  be  intro¬ 
duced  or  delivered  for  introduction  into 
interstate  commerce  by  that  person. 

(1)  The  manufacturer,  processor,  or 
packer  shall  have  3  working  days  after 
receipt  of  such  order  within  which  to 
file  objections.  If  such  objections  are 
filed,  the  determination  is  stayed  pend¬ 
ing  a  hearing  to  be  held  within  5  work¬ 
ing  days  after  the  filing  of  objections  on 
the  issues  are  provided  for  such  a  hear¬ 
ing. 

(2)  If  the  Commissioner  finds  that 
there  is  an  imminent  hazard  to  health, 
the  order  shall  contain  this  finding  and 
the  reasons  therefor,  and  shall  state  that 
the  determination  of  the  need  for  a  per¬ 
mit  is  effective  Immediately  pending  an 
expedited  hearing. 

(b)  A  hearing  under  this  section  shall 
be  conducted  by  the  Commissioner  or  his 
designee.  The  manufacturer,  processor, 
or  packer  shall  have  the  right  to  cross- 
examine  the  Food  and  Drug  Administra¬ 
tion’s  witnesses  and  to  present  witnesses 
on  his  own  behalf. 

(c)  Within  5  working  days  after  the 
hearing,  and  based  on  the  evidence  pre¬ 
sented  at  the  hearing,  the  Commissioner 
shall  determine  whether  a  permit  is  re¬ 
quired  and  shall  so  inform  the  manufac¬ 
turer,  processor,  or  packer  in  writing, 
with  the  reasons  for  his  decision. 

(d)  The  Commissioner’s  determination 
of  the  need  for  a  permit  constitutes  final 
agency  action  from  which  appeal  lies  to 
the  courts.  The  Commissioner  will  not 
stay  a  determination  of  the  need  for  a 
permit  pending  court  appeal  except  in 
unusual  circumstances,  but  will  par¬ 
ticipate  in  expediting  any  such  appeal. 

§  90.4  Issuance  or  denial  of  permit. 

(a)  After  a  determination  and  notifi¬ 
cation  by  the  Commissioner  in  accord¬ 
ance  with  the  provisions  of  §  90.3  that  a 
manufacturer,  processor,  or  packer  re¬ 
quires  a  permit,  such  manufacturer, 
processor,  or  packer  may  not  thereafter 
introduce  or  deliver  for  introduction  into 
interstate  commerce  any  such  food 
manufactured,  processed,  or  packed  by 
him  unless  he  holds  a  permit  issued  by 
the  Commissioner  or  obtains  advance 
written  approval  of  the  Food  and  Drug 
Administration  pursuant  to  §  90.7(a) . 

(b)  Any  manufacturer,  processor,  or 
packer  for  whom  the  Commissioner  has 
made  a  determination  that  a  permit  is 
necessary  may  apply  to  the  Commissioner 
for  the  issuance  of  such  a  permit.  The 
application  shall  contain  such  data  and 
information  as  is  necessary  to  show  that 
all  requirements  and  conditions  for  the 
manufacture,  processing  or  packing  of  a 
food  for  which  regulations  are  estab¬ 
lished  in  subpart  B  of  this  part  are  met 
and.  in  particular,  shall  show  that  the 
deviations  specified  in  the  Commis¬ 
sioner’s  determination  of  the  need  for  a 
permit  have  been  corrected  or  suitable 
interim  measures  established.  The  Com¬ 
missioner  shall  issue  such  a  permit  to 
which  shall  be  attached,  in  addition  to 
the  requirements  of  subpart  B  of  this 
part,  any  additional  requirements  or  con¬ 
ditions  which  may  be  necessary  to  pro- 
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tect  the  public  health  if  he  finds  that  all 
requirements  and  conditions  of  subpart 
B  are  met  or  suitable  interim  measures 
are  established. 

(c)  Denial  of  a  permit  constitutes  final 
agency  action  from  which  appeal  lies  to 
the  courts.  The  Commissioner  will  not 
stay  such  denial  pending  court  appeal 
except  in  unusual  circumstances,  but  will 
participate  in  expediting  any  such 
appeal. 

§  90.5  Suspension  and  reinstatement  of 
permit. 

(a)  Whenever  the  Comimssioner  finds 
that  a  permit  holder  is  not  in  compli¬ 
ance  with  the  requirements  and  condi¬ 
tions  established  by  the  permit,  he  shall 
immediately  suspend  the  permit  and  so 
inform  the  permit  holder,  with  the  rea¬ 
sons  for  the  suspension. 

(b)  Upon  application  for  reinstate¬ 
ment  of  a  permit,  the  Commissioner  shall 
reinstate  the  permit  if  he  finds  that  the 
person  is  in  compliance  with  the  require¬ 
ments  and  conditions  established  by  the 
permit. 

(c)  Any  person  whose  permit  has  been 
suspended  or  whose  application  for  re¬ 
instatement  has  been  denied  may  re¬ 
quest  a  hearing.  The  hearing  shall  be 
conducted  by  the  Commissioner  or  his 
designee  within  5  working  days  of  receipt 
of  the  request.  The  permit  holder  shall 
have  the  right  to  present  witnesses  on 
his  own  behalf  and  to  cross-examine  the 
Food  and  Drug  Administration’s 
witnesses. 


(d)  Within  5  working  days  after  the 
hearing,  and  based  on  the  evidence  pre¬ 
sented  at  the  hearing,  the  Commissioner 
shall  determine  whether  the  permit  shall 
be  reinstated  and  shall  so  inform  the 
permit  holder,  with  the  reasons  for  his 
decision. 

§  90.6  Revocation  of  determination  of 
need  for  permit. 

(a)  A  permit  shall  be  required  only 
during  such  temporary  period  as  is  neces¬ 
sary  to  protect  the  public  health. 

(b)  Whenever  the  Commissioner  has 
reason  to  believe  that  a  permit  holder 
is  in  compliance  with  the  requirements 
and  conditions  established  in  subpart  B 
of  this  part  and  is  likely  to  remain  in 
compliance,  he  shall,  on  his  own  initia¬ 
tive  or  on  the  application  of  the  permit 
holder,  revoke  both  the  determination  of 
need  for  a  permit  and  the  permit  that 
had  been  issued.  Such  revocation  is  with¬ 
out  prejudice  to  the  initiation  of  further 
permit  proceedings  with  respect  to  the 
same  manufacturer,  processor,  or  packer 
should  later  information  again  show  the 
need  for  a  permit. 

§  90.7  Manufacturing,  processing,  or 
packing  without  a  permit  or  in  viola¬ 
tion  of  a  permit. 

(a)  A  manufacturer,  processor,  or 
packer  may  continue  at  his  own  risk 
to  manufacture,  process,  or  pack  without 
a  permit  a  food  for  which  the  Commis¬ 
sioner  has  determined  that  a  permit  is 
required.  All  food  so  manufactured. 


processed,  or  packed  without  a  permit 
shall  be  retained  by  the  manufacturer, 
processor,  or  packer  and  may  not  be  in¬ 
troduced  or  delivered  for  introduction 
into  interstate  commerce  without  the 
advance  written  approval  of  the  Food 
and  Drug  Administration.  Such  approval 
may  be  granted  only  upon  an  adequate 
showing  that  such  food  is  free  from 
micro-organisms  of  public  health  sig¬ 
nificance. 

(b)  Except  as  provided  in  paragraph 
(a)  of  this  section,  no  manufacturer, 
processor,  or  packer  may  introduce  or 
deliver  for  introduction  into  interstate 
commerce  without  a  permit  or  in  viola¬ 
tion  of  a  permit  a  food  for  which  the 
Commissioner  has  determined  that  a 
permit  is  required. 

Interested  persons  may,  on  or  before 
July  13, 1973,  file  with  the  Hearing  Clerk, 
Department  of  Health,  Education,  and 
Welfare,  room  6-88,  5600  Fishers  Lane, 
Rockville,  Md.  20852,  written  comments 
(preferably  in  quintuplicate)  regarding 
this  proposal.  Comments  may  be  accom¬ 
panied  by  a  memorandum  or  brief  in 
support  thereof.  Received  comments  may 
be  seen  in  the  above  office  during  work¬ 
ing  hours,  Monday  through  Friday. 

Dated  May  4, 1973. 

Sherwin  Gardner, 

Acting  Commissioner 
of  Food  and  Drugs. 

[FR  Doc.73-9424  Filed  6-ll-73;8:45  am) 
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